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^[TR 5 f'r f^ 0 T a f 

(^re«Tf^'4T4) 
irfa/pRT 

rff ftmf, 6 fRTRT, 199 4 
ar.m.fr. 67s(?r).--^ sr'cH »rnrtfT 
INTUIT, 194 5 4 iT VK fl'sHU-T jfr f^T 
Ef,T fTr«Tf5rfj|fT srn^r, fa* ^sfar sfa 

gffrrw aram ^fafasa, 1940 (1940 23) sf 

am ] 2 w> i-tet 33 sr?a sifapfr ^ 

|tr ; wTffy ararffaft aarsATT * 'rrm?f *pt% % 
wft yam mr^Tr |, * 4 * arcraf ^ 

atfr Wiwfr at qrpmfr % fa* fa** ^ ^ufay 

p mimr % sratfaa ai^a-rr 

>;,■ ma; ^ f^r to armr fif*nff tt, am*? * 

IW^T 7* T Tfr c rq qvrsrfam fwt as n'^rftTcT 

m yif, t, yyyi art tet** att sf^far t, at* fa* 
f /r inf r Effr ytrrffa % yo^ra - faap: fa*T ; 

tt a fmfr amT aT y;5rry ar sfraqy area iwrf 
jpf an a ira smr fafwfapr vsfa ^ ARiR a ^ 

2033 Ql /94 


ffrar sq-fay n srrR #7, %y?rs amia fayir A^fr 1 
srrsra yr amy, afay (Rrmr) ypy a^arF, rfr 
scftr affair ypyra aara*, faafa yya, y^ fefa'f 
yr aa *r a^T 1 1 

arm f^'qm 

1.(1) m fyyyf at affar at* ala fa 
sraray yiaaf (aam) faaa, 1994 % 1 

(2) a ttjTTvT it aaA afar* aq.jpq qtr yTffflr 
qfr tafi fTM 1 

2- atafy wV< smrsEr armfr ffw, 1945 it 
^j^ft "?” % ?4Tn' t T r , fi'FTfafqrcl W'.^TT, 
ifaH :— 

irT’ffr q 

(faaa 125 t»ran) 

anna a tt? a fffay nft qiiiat % 
f.qtf a'q^n 17 D Fi’l/.R -^i 1 4 ■T 3 rr st qfp ?tn 

fsifaqtt % fm; wtr faqr moT wrqrfqs 1 1 

(l) 


THE GAZETTE OF INDIA : EXTRAORDINARY [Part II—Sue. 3(i)] 


1 . ^qfrr.—fafafe Tfe fa nfeTVR TTRfe fatfa I, 
fjR-^r rfe ffeT r^r,fy ^THT t, I fe'T fat % fe if 
FT fefafT fevIT faMT & I fe fart IT feT JJTF'f 
fa RTTT £ I feWT Sfe fefa fe i[ ffaq r 1|J 
’t-eftt f, snfa km fe farr nrEfe srk fa fa fa 
ffafa fefe, fa nfe fa fafaf fe I 

2. rrmfe— (i) fafe sqfe qfefet % ns? 

knnn fa 1 fat"fan' fair arfe far fa faEifer far- 
fe^fe fa ir^Ff ffan fak f 3fT^ q T ,%fet 

% fefrfe fa jmrer'ff irr 'iTfeifar faf, i 

( 2 ) T fe fafafe TTfetT fa far qltfa 9 T "PIT# 
fefer riTWf TT ^fapTfaf fa H fa fa fa qnr ’4 
ftlfa fefe fak ff fa fefa ffafe nTfer ffefat 
feT fe fe fa fa fefe fa feETfe n?im fa 
fefa nnm Emr^ nr safe itttt fa PTfafp fa% 

^ I fa.fa feTM PTfe OT faife nT SKfe fe TT 
^rfalT qq kfr-fqnfe- SWR Rfa feOT ’frfaTfa TT fe 

ferm nrfe nrfat fa ffe fefanrrrn; fe 
farr r nrfer i 

3 . feTfe fa fern fenr fafa ifa srffan.— (|) 

T^rqf far fa^ fa Efe r Fffat, fe 7 Tfe fe irfa^- jrrg- r 
t fa ?r«rfa fet kuz fen fern Jr ferrfkr rrrgr 
Jr fen Enffekr far fat nfaferfe far qffeirn fej-fa 
fa fern t^t'Er ffer fa -fen ffa ^fa] ^fr 
src#T mr fa nfet far 'prqr-'pTq? fan, rm fergfe 
Jr nffa fenr fa teeth, snr nm far fenErirfe n.fa 
fa ffa far norfe fa arir rtpt ffafaf-j-R K-fa.-rrfai 
fa T^faT f. irr ttPt i 

2(qr) qpqq; TTT^r fa Frrr qrr RTfff far fawr, qfaqr 
praT fa fa^Tfaf fat fawr fa 0.5 fa qrif qfat 

stfat 1 

(isr) qpfaq; tor fa fsrn qrr Fnrfaf fat fa’iqr qfa 

fa ^ 10 3 rV. n fa T.Trfar 

fa w. TfatR sr^rr fat? ^R^TTrqft^RT fak 
qfatyir fa farr. fat RTmfr l Tee TE 75 
EFRf fatsrk qtt^Tnr faf^TT 3ftr 2 5 qftRlcf 

fat ^fatR 5 HRTT fak qfRT'ir fa %r rpl 

TETni i | 

(t) fat ftT^T fat t^p fa Trrq- FT^fa 

“ ri tr” Tfa "ark” ^fatfrir Rfaf aft^ fat faw 
n;qr TfisrFn; fa- TTffaffafj^ fat RTnfaft I sfaq Fprfaf "p^” 
qrr fa^far-T fafar fak fa fa n^fakR ffap 
te wt ’ qrr fNfqrr fafar sqkrkrf'iE fen Trrrr?n 
ark fafatfar fat TTkifet fa w^q nfat tewt ^ 
flEftq'R fer qrr sqTT" spr fa^ffacT fak 5 pT&'f?VT 


feaTor faf"ifa 0. 00 1 ofa + 3 x \/o 7 oo 4 f '5 fak feTR 
TEFrnr n'qT ntfeir fa fer 0.015 Rf + 3 x 

V i 7 ni 5 RT fa TTfJrq-i nfat ^1 

(3) 100 ^kr Rfat fat Tefaqr ¥*prf fat ffafatt 

anfar fa ffan foinfefan «q fa feffar krtr avnirrr :- 

25 fetR TfR-m 5 wnf q-fatwE fa fe>; ark 
7 5 arEWTOT EttafR fa fer I 

(4) ar^t ttr rr qfafaRn 100 tt fak 

I, r nfam etteet nm^qR fa rt 

Trrnnr 1 

(5) nffa sp-Ttyn tptht tt fa^tfer fain, nTarfat 

fat FjjgTnr fa fefr fe| ^ Trnfan faRT fa wife: far 
armr fa fat fer ert qz fei fatnr fa m_ Ti-FfatTn; 
n?T kp fen fa Erfa ninr fanft i fer nrarfaf 

fat nnrrfet fa fnnkn fa 5 r?fen ert faRt 1 fa 
Ttpnn farfa fen nfat ffatufa qfenrn fain ark 
fak T^rmn nn Tr^fatnn ^ nnr ffafetnn fenr xn 
nn fe fen nm nfafttn ®rfa kn fa ^fat nfar q;n fat 
arrfatfa 1 

(g) 10,000 fa ’nnfnT fakfat fat q?nnr ^Krorn 
mnrr fa fa nm fa nor nnnr nnrrnn; Ert atfer 
ark n? tit 9 fa -crftn annrfaf fat fen rrnt nfann 
feairfat fat r j;ffa fenr i 

4 , ffepTtTT 5 RT fafe ^RRt fa felfa fafa 3 lk 

ark kn nrkr fat nferr:— 

(?r) nnaTTat kfen.— (1) nmn g-nm fa am 
ffet ktaTn nfa nfe feffafat fn% , n Emfer fa 
ffao; ntffefan fen sn fa ferfe 1 fa fe- 

nEnn fatnnr t Ttfenc Enp .qnTit ; 

(2) ttN fenr fefann nfepn fa E*m,n- fe 
qr -nfen nor,r Ttrpnr 1 fe qpfatTn "fe” 
nrr fafern fatn Tfesr 1 fa "fe” fa fefa nfen 
fajsnr fa fefe nr -nrrfa fetn omr ^rrnr I 
fat fe fatfnn Errnt 3 rrn;nr fer n| kt nt mn ntn^ 
qnrffet nrr fell 

(nr) fenn nnfer kk feferr qfm<n(i) 
q.. ,fat fa fefat fat fekn nfeerr ark fern?? - 
qfern fa Efe fen fat fenr 1 fe nfen fa Efe 
nrEnnfatn nonr nn nn’jfat fa fenk 3 fa fe- 
fenn fanrnT fa n^fe E-ptt fenr 1 

fakn EnEnffe fa fe nfenr nr nr 1.0 fa far, 
n. (fan) fa fe fe nn fe ferns (V) fa nnr- 
ErEnffe n'nn nrnnrfef fa p fak qfern fe 9 fa 



*rr T; r nr Tnrra: strqraRw 3 

6 . ftqfsr fqftsrqr % fqn; ^qft S|% zft iftvsnrr — 

(1) ^rgt ftqfa aftr qqraq qrqft srftrfqqq 
1940 % qftq ftf ffrfTwqr ftqfr fqfqqfar <U fftft 
fqqxq fftr %qfxqr q qfq % fqq qqq qqr qqprr 
| qft qg qqrrqq % qftqr qq Jr q 20 
’CTTSTqT qq qqqqqr qqq qq qftq ftp ^ 9 root 

if q JTrqqr if if TR qqq fqrT qroq 1 

<q > * 

FT 5 t=ptx qq qq 100 qqir qq 8 if qqrMqf^q 
fqfqvr qrft % fqq fqqfft farq qrfti 1 qfa qnnqf 
ft qqqT 20 % qrq P ftsqqqr qrtrrq ifq ffqq ^rrq 
qftr qqqf ft q'wr ftt q^qrq q q?r ft qmft 1 

(2) qft sffqfj ftx qqrjq q# qfqfqqq 
1940 % srarq ftf fqftsrcr farqf faqq qf^rr q 
qqq qqr qigqT t qft qg Fqrcq % *fq q 
q 100 qqq qq-ftr (1) if fftqfftq sfftn % ?ojqR 
qqr 1 


[«nn 11—^4 3 (i)] 

qqqrx ftq ftft, srfqr F q§qr qft 1 ftrxq srqqqr 
ft ftxx q rqqqq ftqr 

qreq qrftq qftft (fq ,qf, ) a „ 

— % qq-qr- 

151.8 

fqqrjqq 0. 5 ftR qqr 'jfttftrq qftf; gift I 

(2) ftq qqqr.—- jf^h xxmq q fftrq v gq 
XT qqar qrnft I qfa spft^q “qTX” qq 

qqfqq qpr qqTftr III q “srrx” % qrqq ftqq q-iqr 
ep qxRR qr qqq qfaqr rtf qrqT p ft ftfftr 
fftq qrnvq fp qg qq qr -qR i-iTqqr qqrfqft qrf 
Eftf 

(£.) fqqr—qpr qr qq If q fqrr qrr iptr q qrq 
2 qqq 'k 9 ip qq>r rqqrqqqf qq?qqf % qqqn: 
glq 1 

5. qqr ?m qq'rqr % qq'q 4 q afk : 3 qqlf qfq 
qqq Eft sfqqT—(q) qq qTur qqfqw— (]) qqi sm 
qq f(T 7 q Tftw % fqo; qiftq’f % qrkwrq qqq 
^q %qqTF=q 2 q qqqftiri q^oT q qqqir 

fqq qrcfq i 

(2) qiq qqqr qqqqq oftqrq it fqq"<-r qgq q^ 
gjfqgft qqsq qTqqr i qft ?Fq>jrq "qn;" qq 
qiPiq q'rq qqrFj 2 If "qR” % qrqq ftl>Tq 
qqqr % qqqt qr qFqq; qrqr qrqr t qt q| q'rfqq 
fjpqr qrqqr f% q^ tq qr qiz qrq^r qqrfqft qrr 
qfr % 1 

(qr) qftqq qqqqr qYq qrqq^ qft«fq.—qrqtq'r 
% qqqr ^rr mqq qqqqr 4 lr qrqqrr qfrtqq % ftrq 
rqrq Eft qiTTrfr I ^q qfq % fqq ^rfqqqrtq qqq 5 q 
qqjjqr % qqrq-s 111 q qqqftrq qrqqr % ^qR fqn; 
qqitf 1 qfj qkffq "qR" qr qqfqq qtq qqqqq 
3 q "qR” q qrqq qfcq qqqr $7 qrrsR qr qqq 
qfqqr qiqr qrqr P, q'r q^ q'rfqq ftrqr qrqqr fq; qf 
tq qr qiz qiqqr qqrfqft qrr qfr f 1 

qrftq fqfqft^ q qrq nqqqr q-r qr 1.0 ^.fr.q. 
(Ifq) q qrq qrq qT, qq qrqqa y if irqrfsrft-ftq?; 
qqq q^spqftf % qfq qtrqrq qTT 10 qr qrjqR 
qrq gift, ?rftq qr qqqr qft 1 ^qq^q a qqqr qfr 
it ?qqqq 4 >qT 

qqtq qr?Tq qklt (fq.fq .) 3 ^ . 

- -- ■ v - ; - q: qRqq 

151.8 

fqqrjqq 0, 5 4t3R qqr ^qrrqq qrr% g>fr 1 

(1) fqqT—qrz qTtqqqfqftqtT^tfq ^ 7 q 
2 q^q qqT 9 % qtfrq fqqT qqqr sftwrsrt % qrjqn; 

Ctq 1 


7. qqr e % qqfq fqqqq qq qqq ftftq fqfqq 

* t\ 

qrqt % fqq fqcrf^rfqrq q q fqqfqq fqrn 3 rrn;q :— 

2 qqq qrqft, qrqft aftt qt?ft % fftq; 
45 qqq qq wrq qftfjrq % fqq, 45 qqq Tqftq 
qqqqr sfft qrqqg Tfter«r % fqq qo qf< s qqq 
qrft^rq qq q— 

qfq (i) mm*] qfrsrq q qfqj'q orq qrr 
o;q q qfqqr ft ; zq 

(ii) qftq qfr^qr mm\ qTq qrqq? qft&rq q 

qrq qq qiftqf grq q^m 2 q qfqqr 
ft, qr 

(iii) qqqr RT 9 % qq'Tq fqqT 3 : T q : T ? qrft 
% Jjqqr qft 11 

ft q-g q'rfqq %qr qTftrr fq qqq qrqq 
qqrfqft % qft 11 

8 rqm—(1) qfm rt qrqrf (qqq ft ©t> 
qr) fqcqfqpqq q qq ftf grft:— 

(1) 170 fq.ft. 

(ii) 180 fq.ft. 

(2) qfrq ft qqft qqrs qft qx qfx >qir 
fft q 8 5 fit.ft. % ftq fqrft OX qiM qft 
r fqjqfqfaq ftft 1 

(i) 170 fq.ft. RRnf % fqq 49+2 fq.q'r. 

(ii) iso fq. qt. q^rx % fro; 53+2 fo.qt. 

(3) qxrq ft qqq q^q ftxT2, qq qqqr ftq 
fq^qf qx qn fqrqT qrq qqft fft ^ 30 + 

2 fq.q'r. ^ tqx q 30+5 fq.q'r. (qrft ®f?- 
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ft a tr st far fipsfaf fa fatF fat rt r 0.045 
fir.Tfr. a 0.075 fir. hY. farfar. 1 

ffaTF 1 .— rr^r-f qr^ fa^Tt FT W?nW 0.01 
fir. tt, fa rr or suffer tttft twt ttfi 

TTTFT TT fa fFTT TITTr I 

feRT 2- Ttrrfa 40 tit fa tty fafaTT a f j .+hyr 

o 

tttr tt Firpr tt ?¥1 ft trt srrrT tt tfaramrY 

fa TTF fFTT TTTTT I 

9. rfatarr tttft faVr tttyftt, rtf"! : 

rFTRT SW YlT TTTYfTT FT YTTTt’T RTTt 4 
f t fFffafRa: ft fa ffarr fiftt i 

10. 7TT WtT qYfaiF :—fafatT jfatfa YtF 

YYfFT TRZ R T[fa fat FT W[ I FT STFTF 
fafaTT FT ’FAT fipq SR fat FT RFTT I FR % 
YTTY FT SYT 30 0fT.fai. Ypff TR faYr Pf q 
FT 1 tTR TTF STFT fRTFF *^fa far fa 2 5 fa. 
fat. TF $TTF F ftT FT I Tfe FITY fat YTR fa 

FRY TTTi YY fat 0 2 5 fa. iY. TTF YjfT TTTT 
fa FT fat FT TT TF farfa FT FF TTfat FT ITT 
m $tf R Y T^fa I FT fa FT I farff fa RTTY 
fafaTT fa Trr faro TTT FT SRF % fa fa far TOT 
FT I FSTT FT ?W TTTT YTTYT Tfe T? FTT fa 

tYtty FT FTYT £ TT WTY TT fYFTTY TT RT fafa 

FT TT 6 T feat RlT 5 I 

1 2. fafF fat TIFT ( 1) fafaTT FT fafafaH 
fa|F Y TTffavr ffaTT TTfaTT I SFT fafaTT fa fafa 
nfaSTT TTTT 2 0 0 fafTTTT T FT Tift |Tfa TTfj?tr 
TTR RTFT FTTRTT 2 0ofaifaTFT flirt I 

(2) fafar fafatT fat RTF FTTF fafat Y 
RTTT STOTT far fafamTcTF fafaTW TT tYFT 

ytt fart rttyt i r?f fafatr fTfafatFr sytyty 

TT ^fafaFTTF Y TTF fFTT TTTTT, ^grTr FTTTT 
fair TT «TFT fFT TR fFTT TTrrqr | TTTT TFT 
fTFTTT fafaTTT T fTFTT fFTT FTrrqT I TTlTmT 
% FT TFT FT TFTRT fair far; flWT qiT FfaT 

o » .j > > 

% VfR FT fa^F F ^TTTT FTT T TfF TTTT FTfa 
% TR T TRFT fFTT FfaTT I faT far ^?tT fT 
TTTT^fF fF FIT TR TF FT FrTfa TfT RRF FT 

ttft faTfarr TiprFiTr t ft ^ i 

FT T FT fa?, TTTT FT TTR qT TT T faoT 
TTTTT far TTTT FT faiRT FT TTTT F TT'T T 

farwfa ft rt fttt fan i 

12. TT FT FTFT faTT—rfaT F TT TT F TRF 
T *T TFTTF f-TT q(T FT T FT TT TTTT fa 


[Part II—Sec. r (i)] 

RT^r TT % TTFTT F faT fTRffa’TT TTTT Fm 
FTrfa :— 

Ffafa FT TTTT FT T TTT fa 5 . TTR fa- 
far 'ji'i' TRf T TTTT FT T I TT R RTf 
TTq.T TTTfa TT RvTF FT ^TT FT TTTT T TR I 

TT‘F T : faT far TFT TTfalTF FFTT Tr ?T Tr? 

faj fa fFTT l fa FTfa FT TftTF T TifTF 
TTT5T TT(ft faT FFTT fa TRF T SfT TFT far 
Tfa FT TFT T RFT fa fTT TT TT/f FT ffaTT 
TF[FT TTTTT T TTTTT FT T I TTUTT far RTfai 
TTfaTfa fat FTi F TrTTFT R 1ST 24 FT FT' 
rffa fa I TTTTT T TT fafaTF FFTT TCTT fa TTT 
TTfar ffar fa TT^fcTF TFTW T fa^FF Rl'TT FlfTT 
fF FT R T*T FT fait TFT TT T^t £ I 3TTTTTF 
FTTF fa ffafa TTT R fatfa TtTT nfa r^TT FrftT I 
fafa TRfrTF FTTT R fFTi’ fafalT TT ,fafa ^ r FT 
TTTfa TT TTTF if T’RF fFTt iTF RT 3R.T 
tlfaf FT TFT fa TT T? TTTTT FT fat 7ITTTT fF 
TTF TT far RTF RrhcT FT Tfat fa I 

13. ART TTTTT, faF F T Tr TR TTRFRr 

( 1) TTrTF FFTT far TRfof.TR qrrqrq fa FT T 
FT TT5 TTafaFT T TTT faffaR T FTfaST 3TR faHTT 
ffaTT TTfaR I STifaF fasfaT TTiFTF (TpEfatfllT 
TRTT)/ TTTTTTTFTr TRfTffaTT FTTTT T TF fFTT 
TTTTT I qffaT FfaTT fat T'fRT 3TTF TFTTfaT 
SiTfri fa TrfWT ’•'tfat I TFTTFTT FT RWT FT FT 
FfFT T fRTfrfeT ffafPTRTT F TPT rTR CTTfat 
fTfa — 

(j) fFfRITTT FT TTT fair TFT, fafaTT FT 
STTFlfTF TTT TfF fait fat; 

(ij) TT fa'sTIF, 

(lij) fTfTTTT fat TTTfat'F (faTT TTT FR TT) 

(iv) 5 TTTTT Ft TTrTTT (FTT TTT fatT R) 

fat fF fTfTTTT fat FTrT'F fa ^rfTT TTT fa 
TflTF Ffat fatfat 

(v) "faW Tq- TR TTT IT F f?TT” TRf I 

( 2 ) fafaTT fat RTT sftr TTfat HT fa flfat 

ti ^TF TTTT R TTtfrT fFTt FTTTTT I 

14 - TRF Tfaf fatT FT T-TFTt—RTF FFF 
T fafaTT fa Ttjfaf fat fafRTF, TRRff TTJTT (^T 

ffa TTTRrmr ft ft fr) t rjt ftttt farr 
<tf frT 2 farTrffa fa frp so±io fa.fat. t. (tIf) 
fa ffaqfar fa TtTsfTr rurt snfaTT i 



VTT v <i w>r 
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[POT II—TT 3 (i)] 

TOTOq % q%q ifr TOfr stV.^tr qrtsrqfa 

% fpq* q.;^ | f -3^ T|T- 5 FJTRS? q-rrar TrrtrqT I 
nf^’rr qraqff q stir TOt tot: RT^rqT ^rTOqqTt 
sffT fnif'nr qrR qr q tor qr q%Vf TO q.TR 3?V 
TOrtop qq sqrq fTOir tt ptor Si 2.5 sTfroror 
spr n; ipj. tr _ irNr % qfronrff tot fro^ir 

TOR to fqrT q-PJ froqT TOTqqT I TO^RT % TOTOR 
ppqf TOt SpTOto TOPR TOlR TOt SRRT TRYerT’R % 


faro jtpt toV torTO 1 srqqTqq tort m Rt^fq 
tort ?ftq toTOr P srfVTO qglr STOft 1 

sir ptopItoV pto fpstaro 

15 . tor ptopW qq fqRJTO % fqq totpto— 
"totr €t” toV pqqfR % fro 3 rtoto qpt TOr 
TOT TOIRTO VI TO srfPTOfqq TOtr ptt % 1 


totttoj —7 

(Pro 3 3fV 4t%q) 

f’frfqqtrr ^ ^ **‘m'i % srofpfr fappur % fPP tttpt Rr TOr u'ttott 

#P TOTW 35001 P 1.5 PTP P *7 


TT^rp TTJJTOT qq TO 'TTTOTT 



PffTO TOTOF 200 : 

rr to'IP—0. 4 

q TO—2 

WTF—3 



tfq ’tTT'fTF 1 . 5 PT J P 5 PTP P=F 



qsR tojto Rr TOt pttht 


qqqr tow 315 : 

q qq qp— 0. 4 

q TO--3 

WF—-1 



PP TOW 5 PTiJ % WfiJiF 


q^p qijqT tot TO TOtott 

Tr^qTTO'w 5 uu : 

q TO qp—0. 4 



q TO—s 



TOT —0 



fa-TP .'q TO Tip’ q wfK.PT TOrfpR PF wf*TSP$l 

‘rr Tfr’ TO FTPf’TTO PTOT HT«rfq Pp *rl RRfP % fpP wfeTOT 'rTTTOf TO wfsTTOTff qpjfTT piiTT toThtSt !t I 
‘*A H ’ it TORTR PTOT ppfa Pp *fT wRVfrfT F fpp pfeipt TTsTirt TO fJjppJT pjjqr (tIRR i’ | 


PTOTPIsr—II 
(Pro 5 <tRq) 

pTT TOW TO TOStTOt TO TOTfpTT fRrpiT TO fpp qqTT TOT TO Plp-TT 

$P TOTW 35001 if 1.5 FTP 

q TOT TOJTOTOT TO PRlT 

qqqi «nw 200: qp^qp—0.4 

q R—2 

FF —3 
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ORr-t RRRT '-\ H YT RlTER 


R RPTT1 I . 5 f TT'T % S REJ TO 


H1JTT OT^R .115 


n Efif itt^— n . 4 

w <ir—:i 

HR— l 


rh wrfr Rra Y wfam 


trsf7»T -rfjj^T *TH "Pi *ft^RT 


HifTT HlTTf 50(1 : rT^ TTr^— 0 . j 

R —5 
STR— K 


fe^m: T w n.'T' »r ifarpj’ TOrfaa'r fit *rfasYr£i 

‘o, *fr' ft rrtt wk sfa m RfijfT % fair ^rfe?r«r *r "fat fa hHrir wpfa farm wfafar fc i 

'ktt 1 h ifarr fa far rifat^Er fa fair sr(bj 5 mmt far 'tjTOH wwr wfwmti 

TORir—Ill 
(mtt -i fafa s qftsnr) 

I'hTTT H=1'T [1 fafa HWRTfT qfasfPT % fa fa OJETT Yfa fat ’ifa'TT 
fa HTOR 3 500 1 if 1.5 STPITO 



n=frrr ipfrr *fa fat fafaHT 


?PjHT «Wt 200 : 


it qR n ^— j . s 
IT fat—7 


mprr Sr?r fat fatum 


!P1— 8 

Jit htw i . 5 prrcr fa 5 tr? to 


RIJHT HTOR 315: IT T7 (fa— 1 . 5 
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fl'ST HRTR 5 TTORT fa wfTO 
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HiJifT WPER 500 : PWIH: 1- 5 

IT ifY—14 
HR— I 5 

fstqnr: *rr to oft’ faifafapt Rrfafat tr HfairTiti 

TTtft 1 fa TfaKrfa fa«?n vfai^ Et ^telfa I 7 I : r? srtiT'if tAfti r-: witotr ’rtSt tort Hffafa-Tfti 
'Sin’ fa Tptftl^r faW, W«rfiT fa nit TRfat^fa fa fail ^f-Tlfa fastfat fat RTTOH Ml WfastT £ 1 
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i rt uYffao) 

tort sRFTTt faT irwiiiim nn nRrarrir 

1. fatfffa—fafarH nil fanTT rritJ nit ret fa ton tht faR toYrt fa wm s^rett faR trhsjtrt HffaffaffaT nRin i 

2. Rlffa 1 ?: 

2. 1 VTfTT fat ffafafos£ R <R JT3 HEJ fa flttfa P faif T'TTnT flrfas Em IWI HITT % m-fiTVJ nft f I 
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%. n't. rr. 77 ? yif ^Pr- 777 % vjg +5 ' 7 K 4 S 3 
35 I 

4. TrisR IV-rtS 
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(T) 707 74 37747 1 

(q ) 734CT7 TV'. 77 STT77 ap#T*T M^Y 57777 547 T7T 

affa maTf 717 TRTTTT I 
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71J74 TO T% 3477T7 37 3fr 3 JrTTlfaTfa 33T7 37 
fa3% 37343 574477 37374 aft? 3433? 3T 3174 3133 
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t, 7T7 5P7 frotTT |T3 % 3i7ift3 WT4 7474 | I 

2. 34ftT3 :—343; 3-V'f 7 a ?4 34: FT7 33 ?1-4f fir 3f? 
333T 374 |-3 544333 333 % 33T3 343 73T3 % 4 0 
3f333 ?4 54f337 3ff ^34 I 333 if 343 % 343 3347 
% Fr 3T3 7f73^3 ?f=4 374 3 3^33 3^7 1 0 ?fV3T7 
3p7 3i4 3 33F337 34 3743 f33T 3R34 I 333 34 
343343 343 7^f377 ^3 3 Fr3f33 Fff34 3R34 3Tf3 
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7<3T 34 3% I 37^3: 333 343343 374 3'3?.'S' 37% 34 
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TT'TTT I 

f7377 : 3 ITT 74 347T fWJT3 3 f?%4 373 % fTTf^ 
•Kt 71374 % f73 3347 3fff 3% 34334 I 

3. 3T7 373'f 

C' 

3c%T7 q%7 374 3 ? 'ff 337 737 73733 7%T 
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4 . 77^4 33 7r'T743 : 
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5. q^tsiT^ 4% 33f3 : 96 77 I 

6 . 3fW : 

73faT7 75 44 4 71 47443 f774 3734 74 

5477 if 96 754 % f3? 70 ± 2° 54. 37 73^f77 4Tr 
47 474 % 37343 3%7ff 74 23 ± 5° if. 37 343 7 

73 12 3i4 % fan rr§ ^ 913 3 >;f 3 5rf374 3 

74 I 9%7f 37 ^T4<7 Wt T 337477 77474 37 7TF37T 
3777 T 74 aT7 4 73 f-TB 4 fa3 q^tCT'? | 147 - 

q\ ■ 1 0 

7T77 % 3574 ? 9 6 374 % 4435 fR3 1 2 73t % 

3?4f 53 77374 3 7747f73 53747 37'73r TfT 3T77?.3T 
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37433 VI 
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2 . fa^ERT CTpR for (5Tri TTJJ. 1 3009 : 
1990-V^tjflr. 615.472-6:611.656) fr ffipr htRT: 

^r r 4 nfar jhrt ffrr HTufhT urr & -pr 

tt nft-TRf-ir t HTiyffH q-Rfrl fr et^h-h i 

[4 . ri/FT - 1 1 0 0 14/ 8 / 9 2 - it. fh rpr r ff trq-; 17 ] 

4^317 RJJT, TT7TT HffrH 

A7’r iffr HRRT HJTffrfrrtr, 194 5, 1-5-7 9 3^7 HR ftufl" 

fipr *h tr hrr sfir TpicTp* ^-rh (ritht fVrrnr) Rmi if 
Dwir tfrefa irV hrsr RRfr, HfrfrTH affr fripr (fr.fr.fr. 
nrr. ) HI aift-BfRT &, ifrfrcr S I HR/HR R frHR if 'RTH 
41 ittih hth -2 nr? ( 3 ) (i) fr snrfoiH f-rRfrfrH Hfsqmrfr 

l 7 T liUTiftR flTTT R7 £ ;.- 

1. R 4)1 fr, 1241, frr4T^ 6-10-1979 

2. R-17.fr. 1 242, HFW 6-10-1979 

2, R.77 fr. 12 11, RfrTT 6-19-79 

4. R.4T fr 1 2M1, HURT 12-10-79 

5. R.77.fr. 490, TUNl 19-4-H 

o. R.77 fr. 779, TTfrj 26-7-80 
7. R.77.fr. 540 (h), Rfr? 22-9-80 

R. R-T7.fr. 680, (af) HrfrH 5 - 12 -H 1 ) 

9. R.77.fr, 6Rl(H), RTfr- 5 - 12 -HO 

10 rt ifrr.F t. os 2 (tr), Hrfrn 5 - 12-89 

11 . R.77.fr. 27 (h), Rfrnr 17 -i-si 

12. R RT Ft 47ft(tr), Rfrg 6-ft-8 1 

19, R, 77 .fr, 62 (h), Rrt'ff 15 - 2-82 

14. R. 17.fr 462 (iT), fTrTt'3 2 2-6-8’ 

15. R. 77.fr. 5 1 0 (h) , RfrlT 26-7-82 

16. R. 17.fr. 1,1 (h), R^tg 26-7-82 

17. R.nr Et. 9is (h), Rff? 1-5-8 i 

18. R.17.fr. 931 (h), R-ffig- ft- 5-ft4 

19. R.7T fr. 460 (h), R~rfrr 20-6-8 1 

20 . R.77.fr. 4«7 (h), ORR 2-7-84 

21. R .77.fr. 89(<T), TTfrlT 16-2-85 

22. R.77.fr. 788(11), RTR 10-10-85 

23. R. 44. fr. 17 (h), RtR 7-1-R6 

24. R. 77.fr. 1049 (h). RtR 29-5-86 

25 R.77.fr. 1060 (H), HtAh 5-9-86 

26. R RT . fA . 1115 ( 11 ), r4R 90-9-86 

27 R.77.fr. 71 (h), Rfriff 30-1-87 

28. R.77.fr. 570 (h), rtR 12-6-87 

29. R.77.fr. 626 (h), RtR 2-7-87 

3 0 R. 77. fr. 792 (h), rRij 1 7 - 9 -ft 7 

31- R. nr. fr. 37 (h), R-ffrr U-3-88 

32. R. R1, fr. 675(H), RtR 2-6-88 

33- R. 77. fr. 676 (h), Hfrfrl 2 -G -88 

34. R, *T. fr, 677(H), RtR 2-6-88 

35. R. 7,T. fr, 681(H), Rfr!S fi-6-88 

36. R, 77. fr, 735 (H) HTlfrr 24-6-8S 

37. R. HI. fr. 813 (h), RtR 27-7-88 

38. R. RT, fr. 944 (h), RffH 21-9-88 (sjfrlH) 

39. R, HIT. fr. 43(H), RTfrf 20-1-89 (BjfelH) 

■* 0 . R, 77 . fr, 44 (H), RfOj 20-1-89 (ijfiffTH) 

41- R. 4,7. fr, 1 00 (h), Rfrj 14-2-8 9 (fflrfrHH) 

42. R. VT. fr. 443(H), Hfrw 12-4-89 (^fgRl) 
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43. R. 83. fr. 588(H), Rifrr 2-6-89 (iJErh) 

44. R. 7,7. fr. 691(H), HlfrHT 11-7-89 

45. R. 84. fr. 784 (H), R’frj 28-8-89 

46. R. 17. fr, 16(H), RRT MO-89 
•17- R. HI. fr. 73 1 (h), Hlfrq 23-8-90 
48. R. HI. fr. 865 (h), cTpfrl 25-10-90 

4 9 R. Hr. fr. 11(H), Hi fra 7-1-91 

SO- R. 77. fr. 223 (h), Rif19-4-91 
51. R. HR, fr. 246(H), Rfrj 1-5-91 
52- R, RT. fr. 301 (H), Rfrj 7-6-91 
5,1 R. Hr. fr. 302(H), Rfrj 7-6-91 

54. R. HI. fr. 491(H), Rfrl 25-7-91 

55. R. tpr. fr. 495(H), Rfrl 25-7-91 

5 6, R. ^If, fr. 532(H), Rfrl 14-3-91 

57, R. SR. fr. 626(H), Rfr>3 14-10-91 

5,3. R. R, fr. 668(H), Rfrl 7-11-91 

59. R. 4,T. fr. 730 (h), R’frs 10-12-91 

60. R. 4,T. fr. 59(H), Rfrr 22*1-92 

61. R. R. fr. 305 (h), Rfr? 4-3-92 (friaRSl) 

62 . R. 4.7. fr. 415 (h), RfrU 30-1-92 

6.1. R. R-r. fr. 593 (H), Rfrs 17-6-92 
64. R. h,T. fr. 663 (h), Rfrj 3-7*92 
65 R. 47. fr. 723 (h), cllfr'S 11-8-92 
66. R. qn. fr. 796 (h), fTPf 1 * 1-10-92 
67- R. 47. fr- 877(H), Rfr»T 17-11-92 
6ft. R. Rl. fr. 904(H), RfrH 2-12-92 

69 R q,7. fr. 92 3 (h), FfifrH 14-12-92 

70 . R, q:r. fr. 27(w), frifr'V 22 - 1-93 (SjfiRi) 

71- R. apr. fr. 2«(^), Rio* 22-1-93 

72- R. 47. fr. 86(H), RtW 26-2-93 

73- R. T,T. fr. 296(H), Rffrr 24-3-93 

74. R. 47. fr. 373 (H), RTfrl 13-4-9.1 () 

75. R. H,V. fr, 374 (h), TrfrH 13-1-93 (HjEffTR) 

76- R. Til. fr. 447(H), RffrT 10-6-93 («{frR») 

77- R. 4T, fr. 6 5 8(H), Rfr* 19-10-93 

7ft. R. 41. fr. 673 (h), Rfrff 27-10-93 
79 R. 17. fr. 10 S(h), ITFfr? 22-2*94 
80. R. 4T. fr. 109 (h), RfrlJ 22-2-94 
HI. R. 97. fr. 370 (h), Rfrj 7-4-94 
82. R, 17. fr- 466(H), Hrffrl 17-5-94 

MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 6th September, 1994 

G.S.R, 675(E).—The following draft of certain 
rules further to amend the Drugs and Cosmetics 
Rules, 1945, which the Central Government pro¬ 
pose to make, after consultation with Drugs Tech¬ 
nical Advisory Board, in exercise of the powers 
conferred by sections 12 and 33 of the Drugs and 
Cosmetics Act, 1940 (23 of 1940), is hereby 
published as required by the said sections for the 
information of all persons likely to be affected 
thereby and notice is hereby given that the said 
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draft rules will be taken into consideration after 
the expiry of a period of thirty days from the date 
cm which the copies of the Official Gazette in which 
this notification is publshed, are made available to 
the public ; 

Any objection or suggestion which may be 
received from any person with respect to the said 
draft rules before the expiry of the period so speci¬ 
fied will be taken into consideration by the Central 
Government. 

Objection or suggestion may be forwarded to 
the Secretary (Health), Ministry of Health and 
Family Welfare, Nirman Bhawan, New Delhi- 
110011 . 

DRAFT RULES 

1. (1) These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1994. 

(2) They shall come into force on the date of 
their final publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, for 
Schedule R. the following shall be substituted, 
namely :— 

“SCHEDULE R 
(See Rule 125) 

These standards specify the requirements 
for condoms made of rubber latex intended for 
single use and other mechanical contraceptives. 

Condoms 

1. Description.—Condoms consist of cylindrical 
rubber sheaths with one and open. The open end 
shall terminate with an integral rim. The dosed 
end may have a receptacle. They may be supplied 
rolled and shall be free from tackiness and shall 
be capable of being unrolled readily. 

2. Materials.—(1) Condoms shall be manu¬ 
factured from good quality' rubber latex and shall 
be free from embedded grit and shall be opaque 
or translucent prior to the application of dusting 
materials or lubricants; 

(2) The rubber latex, colours used and anv 
dusting materials or lubricants applied 
to the condoms shall neither contain nor 
liberate substances which are known to 
have toxic or other harmful effects under 
normal conditions of use. Any dusting 
material or lubricant or • colour used 
shall not have deleterious effect on the 
condoms or be harmful to the users. 

3. Procedure for sampling during production.— 
(1) Specimens constituting the test samples shall 
be taken at random successively from each quan¬ 
tum of production that is, from the quantity pro¬ 
duced from the same finished rubber latex and un¬ 
der the same processing and finishing conditions of 
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manufacture and samples from each quantum 
shall be tested separately to ascertain conformity of 
quantum with the specified requirements in accor¬ 
dance with the tests described in this Schedule. 

(2) (a) The number of samples drawn from 
each quantum shall be not less than 
0.5 per cent of the number of condoms 
in each quantum; 

(b) The number of samples drawn from 
each quantum shall be tested for Burst 
Volume and Pressure Test and Water 
Leakage Test in accordance with the 
method prescribed in para 10 and 11 
of this Schedule 75 per cent of the 
samples drawn will be tested for Water 
Leakage Test and 25 per cent will be 
tested for Burst Volume and Pressure 
test; 

(c) The mi miser of test samples *N* and 
the number of rejected samples ‘R’ 
from a sequence of production quanta 
shall be recorded in a register. The 
cumulative total of test samples ‘ISP 
and the cumulative total of rejected ‘R’ 
from the test shall be recorded and the 
condoms shall be deemed to comply 
with the requirements if the cumulative 
total of rejected ‘R’ is not more than 
0 O'MN+3 x \/o7oo4 N < for Water ^Leakage 
Test, and 0(05+3x ■v/oooisN for Burst 
Volume and Pressure Test. 

(3) Each unit of 100 test samples shall be 
distributed for the various tests as follows :— 

25 for Burst Volume Pressure Test, and; 

75 for Water Leakage Test. 

(4) Where the number of test samples is a 
multiple of 100 the distribution scale mentioned 
above shall be prorated. 

(5) If the cumulative total of samples rejected 
exceeds the number of allowables at any point 
in the sequence of quanta, the quantum at which 
(his occurs shall be liable to rejection. The 
assessment of quality of further production quanta 
shall include all previous test results starting 
from quantum number 1 and approval of produc¬ 
tion shall be in suspense until the condition re¬ 
quired by the scheme is again fulfilled. 

(6) At least one sample be taken at random 
from each production quantum not exceeding 
10.000 condoms and shall satisfy all relevant re¬ 
quirements regarding dimensions as under para¬ 
graph 9. 
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4. Procedure for sampling and testing of 
finished products by a manufacturer,— 

A. Water Leakage Test.—(1) Statistical 
sampling for quality control assessment of the 
finished product in respect of water leakage test 
shall be done in accordance with the plan set out 
in Annexuure I to this Schedule; 

(2) A test sample failing in the above test is 
to be considered as defective. If the cumulative 
total of rejects ‘R’ is found to be equal to or 
greater than the number shown against ‘R’ in 
the Annexure I, the batch or lot shall be declared 
as. not of standard quality, 

B. Bursting Volume and Pressure Test,—(1) 
Sample condoms shall be tested for bursting 
volume and pressure test. Statistical sampling 
for this test shall be done in accordance with 
the plan set out in Annexure III to this Schedule. 

Condoms shall not leak or burst at a volume 
of less than that specified or at a pressure less 
than 1.0 kpa (gauge), when tested as per para¬ 
graph 9. both before and after oven conditioning 
as_ specified in Annexure V. Bursting Volume 
minimum limit in litres shall be equal to 
(mean condom width (mm)) 3 

151 ’ 8 ' “ “ founded to the 

nearest 0,5 litre, 

(2) A test sample failing in the above test is 
to be considered defective. If the cumulatve 
total of rejects ‘R is found to be equal to or 
greater than the number shown against ‘R’ in the 
Annexure III. the batch or lot shall be declared 
as not of standard quality. 

C. Dimensions.—At least 2 samples drawn 
from the lot or batch shall satisfy the require¬ 
ments regarding Dimensions as under para¬ 
graph 9. 

5. Procedure for sampling testing of condoms 
by a purchaser,—• 

A. Water Leakage Test.—(1) Statistical 
sampling of condoms by a purchaser for water 
leakage test shall be done in accordance with the 
plan set out in Annexure-II to this Schedule; 

(2) A test sample failing in the above test is 
to be considered as defective. If the cumulative 
total of rejects ‘R’ is found to be equal to or 
greater than the number shown against R’ in 
the Annexure IT. the batch or lot shall be declar¬ 
ed as not of standard quality, 

B. Bursting Volume and Pressure Test._ 

Sample condoms shall be tested by bursting 
volume and pressure test. Statistical sampling for 
this test shall be done in accordance with the 
plan set out in Annexure III to this Schedule. If 
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the cumulative total of rejects 'R’ found to be 
equal to or greater than the number shown 
against ‘R’ in Annexure III, the batch or for 
shall be declared as not of standard quality. 

Condom shall not leak or burst at a volume 
of less than that specified or at a pressure less 
than 1.0 kpa (Gauge), when tested asper para 
10, both before and after oven conditioning as 
specified in Annexure V. Bursting volume 
minimum limit in litres shall be equal to 
(mean condom width (mm)) 3 

— 15 j-g ~ - rounded to the 

nearest 0.5 litre. 

C. Dimensions.-—At least two samples drawn 
from the lot or batch shall satisfy the require¬ 
ments regarding dimensions as under paragraph 

6. Sampling plan for a Drugs Inspector.—(1) 
Where au Inspector under the Drugs and Cosme¬ 
tics Act, 1940 desires to take for test samples 
from the premises of a manufacturer or a distri¬ 
bution depot, twenty containers from each batch 
of production may be selected by him on a 
random basis and from each of these containers, 
five samples shall be taken. The hundred 
samples so selected shall be distributed for 
various tests as specified in paragraph 8. In 
case, the number of containers is less than 
twenty, the number of samples to be taken 
from each container shall be proportionately in¬ 
creased. 

(2) Where an Inspector under the Drugs and 
Cosmetics Act, 1940 desires to take samples 
from a sales premises, he shall take hundred 
samples from each batch of production in accor¬ 
dance with the procedure specified in sub-para¬ 
graph (I). 

7. Sampled condoms drawn under paragraph 
shall be distributed for the various tests as 
follows :— 

Two samples for thickness, length and 
width; 

Forty five samples for water leakage test; 
Forty five samples for bursting volume and 
pressure test; and 
Eight samples as reserve. 

The samples shall be declared as not of standard 
quality, if,—(i) the number of condoms found 
defective in the water leakage test exceeds one; 
or (ii) the number of condoms found defective 
in bursting volume and pressure test exceeds two; 
or (iii) Samples fail to conform to the require¬ 
ments of dimensions as under paragraph 9. 
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8. Dimensions.—(i) The length when un¬ 
rolled (excluding teat) shall be not less than.— 

(i) 170 mm 

(ii) 180 mm 

(2) The width of a condom when laid flat 
and measured at any point within H5 mm from 
the open end shall be 

(i) 49 ±2 nun for 170 mm length 

(ii) 53 ±2 mm for 180 mm length 

(3) The Single-wall thickness of a condom when 

measured at three points, one at 30 ± 2 mm 

from the open end, 30 ± 5 mm from the closed 

end excluding the reservoir tip and at the mid dis-' 
tance between these two points shall be ironi 
0.045 mm to 0.075 mm. 

Note : 1. The single-wall thickness shall be deter¬ 
mined with a suitable micrometer dial 
gauge graduated in intervals of 0.01 
mm. 

Note : 2. Condoms shall, prior to the measure¬ 
ment of thickness, have the dusting 
powder or the lubricant or both removed 
by means of water or Isopropanol. 

9. Bursting Volume and Pressure Test.—Deter¬ 
mination of Bursting Volume and Pressure Test 
shall be done as specified in Annexure IV. 

10. Water Leakage Test.—Unroll the condom 
and fit the open end on a suitable mount, the con¬ 
dom thus being suspended open end upwards. Fill 
it with 300 ml water at room temperature and 
inspect it after a period of atleast 1 minute for 
leakage upto 25 mm from the open end. If, be¬ 
cause of distension of the condom the water does 
not extend to 25 mm from the open end, raise the 
closed end until water level reaches this distance. 
After at least 1 minute, inspect the newly-wetted 
part of the condom for leakage. The condom 
shall be deemed to be defective if it bursts during 
test or show any evidence of leakage or seepage or 
micro-droplets. 

11. Quantity of Lubricant.-^(1) The condoms 
shall be dressed with silicone lubricant. The quan¬ 
tity required on each individual condom should 
not be less than 200 mg and the minimum visco¬ 
sity shall be 200 centistokes. 

(2) Lubricated condoms shall be removed from 
the individual foil packages and shall be weighed 
on an Analytical Balance. Each condom shall 
be washed in denatured ethanol or isopropanol, 
dried and then weighed again. All weights shall 
be recorded to the nearest milligram (mg'). Com¬ 
pliance with the requirement shall be determined 
by subtracting the weight of the washed and dried 
condom from the weight of the sample condom 
prior to the removal of lubricant, Washing and 


drying may be repeated upto a total of four times 
if the lubricant quantity is less than the required 
mi nim um. 

(3) Atleast thirteen samples shall be drawn 
from the lot or batch and the samples shall satisfy 
the requirements regarding the quantity of lubri¬ 
cant. 

12. Colour Fastness.-—Not less than ten samples 
taken at random from each batch of coloured con¬ 
doms shall pass the following test for colour fast¬ 
ness namely:— 

Thoroughly wet inside and outside of the con-/ 
doms with distilled water. Make no attenpt to 
remove any dusting material or lubricant. Wrap 
the wet condom in white absorbent paper so that 
the largest possible surface area of the condom Is 
in contact with the paper and seal the whole in a 
suitable container to prevent loss of moisture. 
AUow the container and its contents to stand for 
16 hours to 24 hours at room temperature After 
removing the absorbent paper from the container, 
examine it visually in natural day-light for any 
indication of staining. No part of the absorbent 
paper shall be stained. If there is any indication 
of staining of the absorbent paper by any colouring 
agent present in any of the condoms or any dust¬ 
ing material or lubricant, the entire batch shall be. 
declared to be not of standard quality. 

13. Labelling, Packing and Storage.—(1) The 
condoms shall be individually wrapped and sealed 
in laminates containing atleast eight microns of alu¬ 
minium foil. The individual condom shall be 
packed in square (non-squeeze condition) (rectan¬ 
gular aluminium foil. The packing shall protect 
the condoms from contamination and mechanical 
damage. The smallest packing offered to the con¬ 
sumer shall bear a clear permanent marking with 
the following particulars : — 

(i) Manufacturer's name and address and the 
trade name of the condoms, if any, 

(ii) Batch number; 

(iii) Date of manufacture (Month and Year 
only); 

(iv) Date of expiry (Month and Year only) 
which shall not be more than thirty six 
months from the date of manufacture; 

(v) The word “For single use ouly”. 

(2) The condoms shall be stored in a cool dry 
place away from beat and direct sunlight. 

14. Integrity of individual package seals.— 
Sample condoms in individual packages shall be 
placed in a sealed, transparent container (such as 
a laboratory Bell jar) and subjected to vacuum 
of 50 ±10 kpa (gauge) for a period of one minute. 
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Condom packages that do not inflate and re¬ 
main inflated for the period of the test shall be 
deemed non-compliers. In doubtful cases, the test 
may be repeated, and both the inflation and defla¬ 
tion of packages may be observed on application, 
and removal of vacuum. An AQL of 2.5 per cent 
will be applied in assessing the results of this test 
Fifty samples of condoms shall be tested for inte¬ 


[Part II—Sec. "'ujj 

grity test of individual package seals. The com¬ 
pliance limit or acceptance number shall be not 
more than three condoms. 

Other Mechanical Contraceptive 

15. Standards for other mechnical contracep¬ 
tive.—-Standards for ‘Copper T’ and “Tubal Ring* 
shall be as laid down in Annexure VI. 


ANNEXURE—I 
(See Paragraphs 3 and 4) 

Sampling plan for Quality Control of condoms at Manufacturer’s Level 
BATCH SIZE : 35001 TO 1-5 LAKHS 

Single Sampling Plan 

Sample size 2C0 : AQL—0-4 

AC —2 
R —3 


BATCH SIZE 1.5 LAKHS TO 5 LAKHS 


AQL—0.4 
AC —3 
R-4 

BATCH SIZE OVER 5 LAKHS 

Single Sampling Plan 

Sample size 500 : AQL—0.4 

AC —5 
R —6 

NOTE : AQL means Acceptance Quality Level. 

AC means Acceptance Number i.e. the maximum allowable number of defectives for acceptance of the 
Batch. 

R means Rejection Number i.e. the minimum number of defectives for rejection of the Batch. 

ANNEXURE—II 
(See Paragraph 5) 

Sampling plan for Quality Control of Condoms at Purchaser's Level. 

BATCH SIZE : 35001 to 1.5 LAKHS 

Single Sampling Plan 

Sample size 200 : AQL—0.4 

AC —2 
R —3 


Single Sampling Plan 
Sample size 315 : 


BATCH SIZE 1.5 LAKHS TO 5 LAKHS 


Single Sampling Plan 
Sample size 315 ' 


AQL —0.4 
AC —3 
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BATCH SIZE OVER 5 LAKHS 


Single Sampling Plan 



Sample size 500 : 

AQL 

AC 

R 

—0.4 

—5 

—6 


MOTE : AQL means Acceptance Quality Level. 

AC means Acceptan e Mumber i.c. the maximum allowable number of defectives for acceptance of the 
Batch. 

R means Rejection Number i.e, the minimum number of defectives for rejection of the Batch. 

ANNEX URE — II r 
(See Paragraph 4 and 5) 

Sampling Plan for Bursting Volume and Pressure Tesl 
BATCH SIZE : 35001 TO 1.5 LABELS 


Single Sampling Plan 


Sample size 200 : 

AQL —1.5 

AC —7 

R —8 

BATCH SIZE 1.5 LAKTIS TO 5 LAKHS 

Single Sampling Plan 


Sample size 315 : 

AQL—1.5 

AC —10 

R-11 

BATCH SIZE OVER 5 LAKHS 

Single Sampling Plan 

Sample size 500 : 

AQL —1.5 

AC —14 

R —15 


NOTE : AQL means Acceptance Quality Level. 

AC means Acceptance Number i.e. the maximum allow able number of defectives for acceptance of the 
Batch. 

R means Rejection Number i.e. the minimum number of defectives for rejection of the Batch. 


ANNEXURE IV 
(See Paragraph 9) 

Determination of Bursting Volume and Pres¬ 
sure. 

1. Principle : 

Inflation of a constant length of the condom 
with air and recording the volume and pressure 
at tlie moment of bursting. 


2. Apparatus : 

2.1. Apparatus suitable for inflating the condom 
with clean air at a specified rate and provided with 
equipment for measuring volume and pressure. 

2.2. Suitable mount for fitting the condoms to 
the apparatus as shown in the figure Annexed. 

2.3. Rod, 140 mm. in length having a smooth 
sphere 20 mm in diameter at its top (see the 
figure) for hanging the unrolled condom when 
fixed to the apparatus. 
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3. Procedure : 

3.1 Unroll the condom, hang it on the rod 
(2.3), affix to the mount {2.2) and inflate with 
air at a rate of 0.4 to 0.5 litre|Sec (24 to 30 litres, 
min.) 

3.2 Measure and note the bursting volume, in 
litres rounded to the nearest 0.5 litre and the 
bursting pressure, in kilopascals rounded to the 
nearest 0.1 kpa. 

4. Test report : 

The test report shall include the following parti¬ 
culars. 

(a) the identification of the sample. 

(b) The bursting volume and bursting pres¬ 
sure of each tested condom. 

(c) the date of testing. 


•( 4* „ ( UUIU 



annexure v 

(Sec Paragraph 4 and 5) 

Oven conditioning 

1. Principle of the Method : 

The test cons'sts in subjecting test samples to 
controlled deterioration by air at an elevated tem¬ 
perature and at atmospheric pressure after which 
Burst Volume and Pressure limits are measured. 


[Part II— Sec. 3(i)J 


2. Apparatus : 

The air oven shall be of such a size that the total 
volume of the test samples does not exceed 10 per 
cent of the free air space of the oven. Provision 
shall be made for slow circulation of air in the 
oven of not less than three changes and not more 
than ten changes per hour. The temperature of 
the oven shall be thermostatically controlled so 
that the test samples are kept within ± 2°C of the 
specified ageing temperature. A thermometer shall 
be placed near the centre of the ageing test sam¬ 
ples to record the actual ageing temperature. 

Note ;—Copper or Copper alloys shall not be used 
for the material of construction of the oven pres¬ 
cribed. 

3. Test Sample 

The foil laminations of individual packages 
should remain intact through out all laboratory 
handling including oven conditioning. 

4. Temperature of the oven : 

Mantain the oven at 70 ± 2°C. 

5. Duration of test : 96 Hours 

6. Procedure : 

Condition the requisite number of unopened 
packages of rubber condoms in the oven at 70 ± 
2°C for 96 Hrs. After heating keep the packages 
at 23 ± 5°C for atleast 12 hours but not more 
than 96 Hours. Open the packages and examine 
conditioned condoms for tackiness, brittleness, or 
other signs of deterioration. Within 96 hours but 
not sooner than 12 hours after conditioning, do 
the bursting volume and pressure test as described 
in this Schedule. 

ANNEXURE VI 
(See Paragraph 15) 

1. Standards for Copper T (200B) (I.S-12418 
(part 4)—1991-UDC 615.477.87) Contraceptive 
Device Copper T (200 B) shall conform to the 
Indian Standards laid down from time to time by 
the Bureau of Indian Standards. 

2. Standards for Contraceptive Tubal Ring 

(IS 13009 : 1990-UDC 615.472.6 : 611.656) 

Contraceptive Device Tubal Ring shall conform 
to the Indian Standards laid down from time to 
time by the Bureau of Indian Standards.”. 

[No. X-l 1014|8|92-DMS&PFA] 
SHAILAJA CHANDRA, Jt. Secy. 

NOTE : 

The Drugs & Cosmetics Rules, 1945 as amend¬ 
ed upto 1-5-1979 is contained in the publication 


THE GAZETTE OF INDIA *. EXTRAORDINARY 



(smill—dir 3 (i)] 

of the Ministry of Health & Family Welfare (De¬ 
partment of Health) containing the Drugs and 
Cosmetics Act and the Rules (PDGHS-61). Subse¬ 
quently the said rules have been amended by the 
following notifications published in Part lb Section 
3, Sub-section (i) of the Gazette of India, 
namely :— 

1. GSR 1241 dated 6-10-1979 

2. GSR 1242 dated 6-10*1979 
3 GSR 1243 dated 6-10-1979 

4. GSR 1281 dated 12-10-1979 

5. GSR 430 dated 19-4-1980 

6. GSR 779 dated 26-7-1980 

7. GSR 540(E) dated 22-9-1980 

8. GSR 680(E) dated 5-12-1980 

9. GSR 681(E) dated 5-12-1980 

10. GSR 682(E) dated 5-12-1980 

11. GSR 27(E) dated 17-1-1981 

12. GSR 478(E) dated 6-8-1981 

13. GSR 62(E) dated 5-2-1982 

14. GSR 462(E) dated 22-6-1982 

15. GSR 510(E) dated 26-7-1982 

16. GSR 13(E) dated 7-1-1983 

17. GSR 318(E) dated 1-5-1984 

18. GSR 331(E) dated 8-5-1984 

19. GSR 460(E) dated 20-6-1984 

20. GSR 487(E) dated 2-7-1984 

21. GSR 89(E) dated 16-2-1985 

22. GSR 778(E) dated 10-10-1985 

23. GSR 17(E) dated 7-1-1986 

24. GSR 1049(E) dated 29-8-1986 

25. GSR 1060(E) dated 5-9-1986 

26. GSR 1115(E) dated 30-9-1986 

27. GSR 71(E) dated 30-1-1987 

28. GSR 570(E) dated 12-6-1987 

29. GSR 620(E) dated 2-7-1987 

30. GSR 792(E) dated 17-9-1987 

31. GSR 371(E) dated 24-3-1988 

32. GSR 675(E) dated 7-6-1988 

33. GSR 676(E) dated 2-6-1988 

34. GSR 677(E) dated 2-6-1988 

35. GSR 680(E) dated 6-6-1988 

36. GSR 735(E) dated 24-6-1988 

37. GSR 813(E) dated 27-7-1988 

38. GSR 944(E) dated 21-9-1988 

Corrigendum 

39. GSR 43(E) dated 20-1-1989 Corrigendum 
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40. GSR 44(E) wated 20-1-1989 Corrigendum 

41. GSR 100(E) dated 14-2-1989 

Corrigendum 

42. GSR 443(E) dated 12-4-1989 

43. GSR 588(E) dated 2-6-1989 Corrigendum ' 

44. GSR 691(E) dated 11-7-1989 

45. GSR 784(E) dated 28-8-1989 

46. GSR 16(E) dated 10-1-1990 

47. GSR 731(E) dated 23-8-1990 

48. GSR 865(E) dated 25-10-1990 

49. GSR 11(E) dated 7-1-1991 

50. GSR 223(E) dated 19-4-1991 

51. GSR 246(E) dated 1-5-1991 

52. GSR 301(E) dated 7-6-1991 

53. GSR 302(E) dated 7-6-1991 

54. GSR 491(E) dated 25-7-1991 

55. GSR 495(E) dated 25-7-1991 

56. GSR 532(E) dated 14-8-1991 

57. GSR 626(E) dated 1-10-1991 

58. GSR 668(E) dated MJ-1991 

59. GSR 730(E) dated 10-12-1991 

60. GSR 59(E) dated 22-1-1992 

61. GSR 305(E) dated 4-3-1992 Corrigen¬ 

dum 

62. GSR 445(E) dated 30-4-1992 

63. GSR 597(E) dated 17-6-1992 

64. GSR 663(E) dated 3-7-1992 

65. GSR 723(E) dated 11-8-1992 

66. GSR 796(E) dated 1-10-1992 

67. GSR 877(E) dated 17-11-1992 

68. GSR 904(E) dated 2-12-1992 

69. GSR 923(E) dated 14-12-1992 

70. GSR 27(E) dated 22-1-1993 Corrigendum 

71. GSR 28(E) dated 22-1-1993 

72. GSR 86(E) dated 26-2-1993 

73. GSR 296(E) dated 24-3-1993 

74. GSR 373(E) dated 13-4-1993 

Corrigendum 

75. GSR 374(E) dated 13-4-1993 

Corrigendum 

76. GSR 447(E) dated 10-6-1993 

Corrigendum 

77. GSR 658(E) dated 19-10-1993 

78. GSR 673(E) dated 27-10-1993 

79. GSR 108(E) dated 22-2-1994 

80. GSR 109(E) dated 22-2-1994 

81. GSR 370(E) dated 7-4-1994 

82. GSR 466(E) dated 17-5-1994 
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